YTBepKaeH

npuMkasom MuHUcTepcTea Tpyaa
N COUMaNbHOM 3aLLUTBI
Poccuiickoin Peaepaumn

o1 31 maa 2021 r. N 349H

NPO®ECCUOHA/IbHBIA CTAHOAPT

®APMALEBT

1382

PerncrpaumoHHbIi Homep

l. O6wue cBeaeHunn

BeaeHune papmaueBTUYECKON AeATeNbHOCTM B cdhepe obpalleHua
JIeKapCTBEHHbIX CPeacTB

02.075

(HaMmeHoBaHMe BUAA NPodeccMoHaNbHON AeATeNbHOCTH) Koa

OcHoBHaA uenb BMAa ﬂpOd)ECCMOHaﬂbHOﬁ AeATeNbHOCTU:

YaosnetsopeHue notpebHocTel rpaxkaaH B 6e3onacHbiX, 3GHEKTUBHbIX U Ka4eCTBEHHbIX
NIeKapCTBEHHbIX NpenapaTax M ToBapax anTe4yHOro acCcopTMMeHTa

lpynna 3aHATUMA:

3213 dbapmauesTbl - -

(koa OK3 <1>) (HaumeHoBaHue) (kog OK3) (HanmeHoBaHwue)

OTHeceHue K Buaam 3KOHOMMYECKO AeATeNIbHOCTU:

46.46 Toproena ontoBas ¢apmaL,eBTUYECKOM NpoAyKL e

47.73 Toprosna po3HUYHAA NeKapCTBEHHbIMK CpeaCTBaMM B
CNeLmann3mpoBaHHbIX MarasnHax (anTekax)

47.74 Toprosna po3HUYHAA U34eINAMU, NPUMEHAEMbIMU B MEANLMHCKUX LLenAaXx,
opToneanvyeckMmMn usgenmamm B CneLnanmsanmpoBaHHbIX MarasmHax

52.10 JeAaTenbHOCTb N0 CKNAAUPOBAHUIO U XPAHEHUIO
86.90 JeaTtenbHocTb B 061aCT MeANUMHbI NpoYas
(koa OKB3[, <2>) (HaMmeHoBaHMe BUA SKOHOMMYECKON AEeATENbHOCTH)

Il. OnucaHue TpyA0BbIX PYHKLMIA, BXOAALLUX
B npodeccmoHanbHbIA CTaHAAPT (PYHKLMOHaNbHAA KapTa
BUAa NpodpeccMoHaNIbHOM AeATeNbHOCTH)
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0O606LeHHble TpyaoBble GYHKLMM Tpyaosble GyHKUUK
KoZ4, HanMeHOBaHue YPOBEHb HanMeHOoBaHue Koz, YPOBEHb
KBanmodu (noaypos
Kauuu €Hb)
KBanuodu
Kauum
A Po3HnuHan 5 MoaroToBKa NomeLL,eHUin A/01.5 5
TOprosna dbapmaLLeBTUYECKON OpraHM3aunm
JIeKapCTBEHHbIMU ONA OCyLLecTBAeHnA
npenapatamm n nx dbapmaLL,eBTUYECKON AeATENbHOCTH
OTNYCK
dapmauesTUyeckoe A/02.5 5
KOHCYNbTUpPOBaHue
Po3HWYHaa Toprosna A/03.5 5
JIeKapCTBEHHbIMW NpenapaTamm 1
OTMNYCK JIEKAapCTBEHHbIX NPenapaTos
M TOBApOB anTEeYHOro
ACCOpPTUMEHTA
OdopmneHne goOKyMeHTaLMm No A/04.5 5
yyeTy peanm3saumm 1eKapCTBEHHbIX
npenapaTtos
MprMeMOoYHbIA KOHTPOb B A/05.5 5
dbapmaueBTUYECKOMN OpraHn3auum
XpaHeHMe NeKapCTBEHHbIX CpeacTs A/06.5 5
M TOBApoOB anTe4yHOro
ACCOPTUMEHTA B
dbapmaL,eBTUYECKUX OpraHn3aLmax
B M3rotosneHue 5 N3rotoBaeHMe nekapCcTBEHHbIX B/01.5 5
JIeKapCTBEHHbIX npenapaTos Mo MHANBUAYANbHbIM
npenapaTtos B Ha3HaYeHMAM MeANLMHCKNX
YCNIOBUAX aNTEYHbIX paboTHMKOB M TpeboBaHUIO
opraHusauun n MeOMULMHCKUX OpraHM3auunii n
BETEPMHAPHbIX BETEPMHAPHbIX OpraHM3auuii
anTeyHbIX
opraHusaLmi OdopmneHne gOKyMeHTaLmn no B/02.5 5
N3roTOB/IEHMIO IEKAPCTBEHHOTO
npenapara
C OnToBas Toprosna 5 PaboTa C MHCTUTYLMOHAAbHbIMMK C/01.5 5
JIeKapCTBEHHbIMU noTpebuTensmu no npuemy u
cpeacTeamu 06paboTKe 3anABOK Ha
NleKapcTBeHHbIE CpeacTBa
MocTaBKa NeKapCTBEHHbIX CPeacTB C/02.5 5
NHCTUTYLMOHANbHbIMMU
notpebuTenamm




lll. XapakTepucTuKa 0606L,eHHbIX TPYA0BbIX GYHKLMA

3.1. O606wWweHHana TpyaoBas GyHKLUA

Po3Hu4YHas Toprosns
YpoBeHb
HanvmeHoBaHMe |neKapcTBeHHbIMKM Npenapatamu U nx | Kog A 5
KBa/IMpUKaunm
OTNycK
MpoucxoxaeHue 3anmcTBOBaHO
P 'D'v . | OpurnHan X
0606LeHHOM TPyA0BOWN M3 opurnMHana
$YyHKUMM
Kog PernctpaumnoHHbIi
opurnHana HoMep
npodeccnmoHanbHor
0 CTaHAapTa
Bo3moxHble dapmauesT <3>
HaMMeHOBaHuA
[OIKHOCTEN,
npodeccui

TpeboBaHuAa K
obpa3oBaHUio 1
obyuyeHuio

CpegHee npodeccrmoHasibHoe 0bpasoBaHMe - MPOrpamMmmbl NOATOTOBKU
CNeunanncToB cpegHero 3seHa no cneyumanbHoctn "®apmauna” <4>

TpeboBaHMA K
onbITy
NpaKTU4eCcKom
paboTbl

Ocobble ycnosus
JONycKa K paboTte

Hannune ceptnudmkarta cneumanmcra <5> uamn cBMAETENbCTBA 06
aKkKkpeauTaumu cneumnanmcra <6>

OTCcyTCTBME OrpaHNUYeHnid Ha 3aHATUA NPODECCUOHANbHOMN AeATENbHOCTbIO
<7>

dpyrue
XapaKTepuUCTUKM

JdononHutenbHoe npodeccnoHanbHoe 06pas3oBaHMe - NPOrpammbl
MOBbILEHUA KBAIMDUKALIMM HE peXKe 0LHOro pasa B NATb JIET B TEYEHUE BCEN
TPYAOBOW XU3HM

Peanunsauus, oTNycK IeKapCTBEHHbIX NPEenapaToB M TOBAapPOB anTeYHOro
accopTumeHTa B 060c0ob1eHHbIX Noapa3aAeneHUAaX MeanLMHCKNX
OpraHu3aLuii MOTyT OCYLLECTBAATb /ML, 0bnajatowme NpaBom Ha
OCYLLECTB/IEHWNE MEANLMHCKON AeATeIbHOCTM U NMOoJIyuYmBLINE
A0NoHUTEeNbHOE NpodeccnoHaibHoe 06pa3oBaHME B YaCTH, KacatoLwencs
PO3HMYHOM TOProB/W IEKAPCTBEHHBIMM NPenapaTamm, Npu yCaoBUU KX
paboTbl B 060c06eHHbIX Nogpa3aeneHuax (ambynatopusx, penbawiepckux n
denbalepcKo-aKyLepCKMX NyHKTax, LeHTpax (oTaeneHunsx) obuwei
BpayebHol (cemenHo) NPaKTUKK) MeAULMHCKUX OpraHn3aLmii, UMeoLLLUX
NMLEH3UIO Ha ocyLlecTBaeHMe GapMaLeBTUYECKON AeATeNIbHOCTM U
PaCMON0MKEHHDbIX B CE/IbCKUX HAaCceNIeHHbIX MYHKTax, B KOTOPbIX OTCYTCTBYIOT
anTeyHble opraHnsaumnm <8>




JononHutenbHble XapaKTepUCTUKKN

HaumeHoBaHue Kog, HanmeHoBaHue 6a30B0M rpynnbl, LOMKHOCTU
[OKYMeHTa (npodeccum) nnm cneunanbHoCTH
OK3 3213 ®dapmauesThbl
EKC <9> - dapmauesT
OKNATP <10> 27309 ®dapmauesT
OKCO<11> 3.33.02.01 dapmauma

3.1.1. TpypoBaa GpyHKUUA

MoarotoBka NomeLL,eHU
dapmaLeBTUYECKOM OpraHn3auum ans YposeHb
HavmeHoBaHMe M Kog | A/01.5 | (nogypoBeHb) 5
ocylects/eHMa GapmaLeBTUYECKON
KBanmMdumKaumm
0eATeNbHOCTU
MpoucxoxaeHme 3aMMCTBOBaHO
P . A OpuruHan X
TPYA0OBOM GYHKUUM 13 opurnHana
Kog PernctpaumnoHHbIit
opurMHana HoMep
npodeccnoHanbHor

0 CTaHaapTa

Tpygposble
aencrens

MpoBepKka MOMELLEHU, B TOM 4YMC/Ie TOProBOro 3ajia, Ha COOTBETCTBUE
CaHUTapHbIM TPeBOBaHUAM M UCNPABHOCTU UCMO/Ib3yeMoro 060pya0BaHuA

MpoBepKka HanMuMa HeobXOAMMbIX [OKYMEHTOB Ha paboyem mecTte
dapmaueBsTa

MpoBepKa 1 perncTpauma napameTpoB BO3AyXa B MOMELLEHUAX A8 XPaHEeHMs
NeKapCTBEHHbIX CPeACTB

MpoBepKa McnpaBHOCTU KaccoBoro ob6opyaoBaHMsA

Bblknaaka ToBapa Ha BUTPUHDI

NononHeHWe 3anacoB TOBApPOB B TOProBOM 3a/ie

MpoBepka HaAMuMA W AOCTYNHOCTU MHOOPMALMM O 3aperncTpPMpPOBaHHbIX
npefenbHblX OTMYCKHbIX LleHax Mnpou3BoguTeneli Ha JIeKapCTBeHHble
npenapatbl, BK/IOYEHHble B MNepeYeHb HMM3HEHHO HeobXoAUMBbIX U
Ba)KHEMLIMX NIeKapCTBEHHbIX MNpenapatoB, 06 yCcTaHOBAEHHbIX B cybbekTe
Poccuiickoit depepaumm pasmepe npesenbHoi onToBoi HaabaBku U (Maum)
pasmepe  npeaenbHOM  PO3HUYHOW  HagbaBKM K YCTAHOBJ/IEHHbIM
NPOU3BOAUTENAMWN NIEKAPCTBEHHbIX MpenapaToB ¢GaKTUYEeCKMM OTMNYCKHbIM
LeHaM Ha JieKapCTBeHHble npenapathbl, BK/AKOYEHHbIe B NepeyeHb XU3HEHHO
HEeOob6X0AMMbIX U BaXKHENLUNX NEKAPCTBEHHbIX NPenapaTos
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BbINoNHEHME CaHUTapHbIX TpeboBaHUI K IMYHOW FUrMeHe U KOpnopaTUBHbIX
TpeboBaHMWI K cneunanbHOM ogexae

Heobxognmble
yMeHunA

OcyLwecTBnaTb NpeanpoaaXKHyo NoAroToBKY /IeKapCTBEHHbIX MPenapartos U
TOBapOB anTeYHOro accopTUMeHTa B TOPrOBOM 3ajie U Ha BUTPUHAX B
COOTBETCTBUM C HOPMAaTUBHbLIMU NPaBOBbIMU aKTaMu

Monb3oBaTbCA  KOHTPO/NbHO-U3MEPUTENbHbIMM  Npubopamn,  pacyeTHo-
KaccoBbiM ¥ o6opynoBaHMEM, MCMNONb3yeMbIM B $apMaueBTUYECKON
AeATeNIbHOCTH

Monb3oBaTbCA  CNeuMasn3upoBaHHbIMKM  MPOrpaMMaMn UM NPoOAYyKTaMu
MHPOPMALMOHHbIX CUCTEM U NMPOUN3BOAUTb HEOBXOAMMbIE PacyeTbl

|_|pOll13BO,£I,VITb BN3ya/ZIbHYO OUEHKY COCTOAHUMA NNEKAPCTBEHHbIX NMPENApPATOB U
TOBApOB anTe4yHoro accopTmeHTa Nno BHewHemy BuAy, YNaKOBKe,
MapKUNpOBKeE, LLeZTOCTHOCTU

Heobxogumbie
3HAHUA

MonoXeHna  3aKOHOAATE/IbHbIX WM HOPMATUBHbLIX  MPaBOBbIX  aKTOB,
perynupytouimx obpalleHme NeKapcTBEHHbIX CPEACTB M TOBAapPOB anTeyHoro
accopTUMeHTa

MpaBuna XpaHeHWA JIeKapCTBEHHbIX CPEeACTB W TOBapoOB  anTeYHOro
accopTumeHTa

MopagoK WM npasuna NpPeanpoAaKHOW MNOATOTOBKM TOBApPOB anTeYHOro
accopTUMeEHTa

NHCTPYKLMM NO CAHUTAPHOMY PEXUMY anTeYHbIX OpraHM3aumii

Buabl ¥ Ha3HauyeHMsA >KYPHA/IOB, WCMOJIb3YEeMbIX MPM  OCYLLECTBAEHUN
dapmaLeBTUYECKON AeATeNbHOCTU

MepeyeHb TOBapOB, paspelleHHbIX K MPoAarke B anTeyHblX OpraHmM3auuax
HapaAy C IeKapCTBEHHbIMM NpenapaTtamm

MNpasnna LI,EHOO6pa3OBaHVIFI Ha N1eKapCTBEHHbIE CpeacTBa

TpeboBaHMA oOxpaHbl TPyAa, Mepbl NOXapHoi 6esonacHOCTH, NOPSAAOK
AEeNCTBUA NPU YPe3BbIYAMHbIX CUTYaLMAX

dpyrue
XapaKTepUCTUKM

3.1.2. TpypoBaa GpyHKUUA

dapmauesTUYECKOE Yposenb
HanmeHoBaHue P Koa | A/02.5 | (noaypoBeHb) 5
KOHCY/NbTUPOBaHUe
KBanmMdumKaumm
MponcxoxaeHne 3aMMCTBOBaHO

TPYA0BOM GYHKLUK

OpuruHan X
W3 opuUrnMHana

Kog PernctpaumnoHHbIit



opurMHana Homep
npodeccroHanbHor
0 CTaHAapTa

Tpynosble
aencreumn

BbisiBneHne notpebHOCTEN rpaxKaaH - NnoceTuTesieit anTeyHol opraHmMsaumm B
JIEKAPCTBEHHbIX CPEACTBAxX M TOBapax anTe4HOro acCopTUMEHTA

MpepoocTaBneHne  rpa)kgaHam  UMHbopmauMM O  MpaBuaax  OTMyCKa
NleKapCTBEeHHbIX npenapaTtoB (Mo peuenTy meauuUMHCKOro paboTHWMKa M 6e3
peuenTa)

KoHcynbTupoBaHMe rpaxgaH o6 MMelowmxca B NPoAarke JNeKapCTBEHHbIX
npenapartax, B TOM 4YMUC/ie O Ha/AMYUWU APYrUX TOProBbIX HaMMEHOBAHWA B
paMKax OOHOIO0 MeXAYHapoAHOro HenaTeHTOBAaHHOTO HaMMEHOBaHMA U
LeHaX Ha HWX, O NOpPAAKE MNPUMEHEHUA WAM MUCMOAb30BaHMA TOBAPOB
anTeyHOro accopTMMEHTa, B TOM YMCAEe O Ccrnocobax npuema, PerMmax
[031pOBaHMA, TepaneBTUYECKOM aencTeum, NPOTUBONOKA3AHUAX,
B3aMMOAENCTBUM NIEKAPCTBEHHbIX NPenapaToB Npu 04HOBPEMEHHOM Npueme
mexay coboit u (uanm) ¢ nuwen, npaBunax KX XpaHEHUA B AOMALLHMX
YCNOBUAX

OKasaHve WHPOPMALMOHHO-KOHCYNbTALMOHHOM Mnomowm npu  Bbibope
6e3peuenTypHbIX JIeKapCTBEHHbIX MNpenapaTtoB M TOBapoB  anTe4yHoro
aCcCoOPTUMEHTA C Y4ETOM MX BO3MOMKHOMO B3aMMOAENCTBMA N COBMECTUMOCTU C
APYrMMU SIeKapCTBEHHbIMU NpenapaTamm

OkKasaHue KOHCYﬂbTaTMBHOﬁ nomouwn no 3Kcnayataunnm megunumHCKuxX
M3AEI'IVII7I B AOMALWIHUX YCNOBUAX C YHETOM TEXHUYECKON U 3KCI'I/'IyaTaLI,MOHHOl71
AOKYMEHTaU MM nponssoantena (M3FOTOBMT€J’IF|) Ha MmeanunHCKne n3genna

Pernctpauma obpaweHuii notpedbutenein o BO3HUKHOBEHUM MNOBOYHbIX
OENCTBUN, HeXKenaTeNibHbIX PeakuMi, Cepbe3HbIX HexenaTeNbHbIX peakumii,
HenpeaBuaeHHbIX HeXKenaTtesibHbIX peaKkuni npu NPUMEHEHUN
JIeKapCTBEHHbIX MNpenapatoB, 06 WHAMBMAYA/NIbHON HENepeHOCUMOCTH,
OTCYTCTBUM 3 DEKTUBHOCTU IEKAPCTBEHHbIX NPenapaTos

Heobxogumbie
yMeHuA

3ano/iHATbL  M3BELLEHUA O HeXenaTeNbHOM peakuum WM  OTCYTCTBUM
TepaneBTUYeckoro 3¢deKTa NeKapcTBEHHOrO npenapata, O MNOBOYHbIX
AencTBusax, o anobax notpedbutenei

Cobupatb MHPOPMaLMIO NO CNPOCY HAaceNIeHUA Ha IeKapCTBEHHbIE NpenapaThl
W TOBapbl aNTEYHOro acCOPTUMEHTA U NOTPEBHOCTAM B HUX

Monb30BaTLCA CNEeLMann3nMpPoBaHHbIMK MPOTPAMMHbBIMU NPOLYKTaMM

NMonb3oBaTbcA HOpMaTMBHO-TeXHM‘-lECKOﬁ n cnpaBquoﬁ ,D,OKYMGHTaLI,VIEVI

OI'Ipep,eIlFITb COCTOAHUA, NPU KOTOPbIX OKAa3biBAE€TCA NepBaa NOMOLLb

Heobxoanmble
3HaHWA

COBpeMeHHbIl\;I dCCOPTUMEHT NIEKAPCTBEHHbIX MpPenapatoB W TOBaApOB
anTe4yHOro aCCoOpTUMEHTa

TOprOBble HaMMEHOBAaHNA B pPaMKax MeXAyHapoaAHOro HenateéHTOBaHHOIo
Ha3BaHWUA n dHaNO0rnM4yHble  JIEKapPCTBEHHbIE npenapartbl B pamKax
d)apMaKOﬂOFMHECKOﬁ roynnel M no KOAaM aHATOMO-TepaneBTUYECKO-




XMMUYECKoM Knaccudukaumm

OcHoBHble  ¢dapMaKo/IoOTMYecKne Tpynnbl  SIEKAPCTBEHHbIX CPeacTB U
0COBEHHOCTU UX NPUMEHEHNA

MpaBuna M NOPALOK AENCTBMI NpWM 3aMeHe JNIeKapCTBEHHbIX MpPenapaTos,
Ha3HauYeHHbIX MegUUMHCKUM PaboTHMKOM

Mopagok M  ¢Gopmbl  perucTpauym Hes3aperncTpmpoBaHHbIX  MOOOYHbIX
OeNCTBMI IeKapCTBEHHbIX NPenapaTos

MexaHn3mMbl GapMaKoI0rMyecKkoro A4encTeuMs nNpenapaTos

MeTogbl NOMCKa U OLEHKU papmaLeBTUYECKON MHOPMALLUK

I'IpaBmla PaUMOHANIbHOTO  NPUMEHEHUA  NEKAPCTBEHHbLIX MPENApPaToB:
A03npoBaHNA, COBMECTUMOCTUN U B3aMMOAEﬁCTBMﬂ, B TOM 4ucne C n1MweBbiMmn
NpPoAYKTaMM, NeKapCTBEHHbLIX MPenapaTos, YC/I0BUA XPaHEHUNA B AOMaALUHUX
ycnosmax

MepeyeHb COCTOAHMI, MPU KOTOPbLIX OKa3bIBAETCA NepBas NomMollb <12>

Apyrve
XapaKTePUCTUKHN

3.1.3. TpypoBasa GpyHKUUA

Po3HW4YHaa Toprosna
JIeKapCTBEHHbIMM NpenapaTamm u Yposenb
HavmeHoBaHMe Kog | A/03.5 | (nogypoBeHb) 5
OTMNYCK IEKAapPCTBEHHbIX NPENapaTos U
KBanmMdumKaumm
TOBapPOB aNTe4YHOro aCCOPTUMEHTA
MponcxoxaeHne 3aMmcTBOBaHO
P o A OpuruHan X
TPyAoBoW GyHKLMM N3 OpuUrMHana
Kog PernctpaumnoHHbIit
opurnHana HoMep
npodeccroHanbHor

O CTaHAapTa

Tpynosble
aencrens

dapmauesBTMyecKaa 3aKcneptMsa peuentoB <13> Ha  NeKapCTBEHHble
npenapatbl M TpeboBaHU <14> MEOUUMHCKMX  OpraHu3aumin K
JIeKapCTBEHHbIM NpenapaTtam Ha npeamMeT COOTBETCTBMA HOPMaM 1 NpaBuaam

KOHTpOAb BHEWHEero BMAa OTMNYCKAaeMbIX JIEKapCTBEHHbIX Mpenapatos W
OLEeHKa COOTBETCTBMA [A03MPOBKM, /IeKapCTBEHHOM ¢GOpmMbl BO3pacTy, Becy
nauyeHTa, a TaKKe BO3MOMHOIO B3aMMOALEWCTBUA M COBMECTUMOCTU
NeKapcTBeHHbIX NpenapaTos

OnpefeneHne UeHbl TOBapa, KaNbKyAAUMA CTOMMOCTM J1€KAaPCTBEHHOIO
npenapata, W3roTOBJAEHHOTO B  YC/OBMAX  anNTEYHOW  OpraHM3auumu,
BETEPMHAPHOM anNTeYHOW OpraHM3aLmMm, TaKCUPOBKA PeLenToB U TpeboBaHWi
MeAMLMHCKNX OpraHM3aL it




Bblaaya KaccoBoro Yeka u npounssegeHne pacy4eToB 3a I'IpVIO6peTEHHbIl7I TOBap

I'Ipop,ama NNEKaPCTBEHHbIX NMPEeNapaToB 1 TOBAPOB aNTeYHOIo aCCOPTUMEHTA

OTnycKk NeKapcTBeHHbIX NpenapaTtoB U TOBapoOB anTe4YHOro acCcopTUMeEHTa B
nogpasaeneHua MeanuUnUHCKUX opraHu3auni

Mpuvem 1 cbopka 3aKa3oB OT nNoTpedbuTenen Ha npuobpeTeHune
JIeKapCcTBEHHOTO NpenapaTa ¢ AocTaBKon <15>

®uKcauma OTCYTCTBYIOWMX NEKAPCTBEHHbIX MNPEenapaTtoB Ha OCHOBAHMMU
HeyZ0BNEeTBOPEHHOrO CNpoca NnoTpebutenei

Mepeaaya AaHHbIX B CUCTEMY MOHUTOPUHIA <16> ABMMEHMA NIeKapPCTBEHHbIX
npenapaTos

Heobxoaumble
yMeHus

Bu3yanbHO oueHMBaTb peuenT, TpeboBaHWe MEeAMLUMHCKOW OpraHM3auuu Ha
npeaMeT CooTBeTCTBUA popme 6aaHKa

Mpeaynpexaatb KOHPAUKTHbIE CUTYaALUM C NOTPebuTenamm

YperynnposaTtb NpeTeH3nmn notpebuTeneli B pamkax CBoei KoMneTeHL MM

MpoBepATb COOTBETCTBME LEH Ha KM3HEHHO HeobxoAumble U Ba)KHeMwwue
NeKapcTBeHHble npenapatbl ana MmeaUUMHCKOro npPUMeHeHuA
rocy,apCTBEHHOMY peecTpy npeaesibHbIX OTMYCKHbIX LLeH Npou3BoguTenein Ha
JIeKapCcTBEHHbIE  MpenapaTbl, BK/AOYEHHble B NepeyeHb  YKU3HEHHO
HeobXoAMMbIX U BaXKHEMLLMX JIEKAPCTBEHHbIX NPenapaTos

Nonb3oBaTbCA pacyeTHO-KACCOBbIM O60pyAOBaHMeM n O60pyp,OBaHMGM,
npegHasHa4yeHHbIM ANA OCyLWeCTB/1€HUA (bapMaLI,eBTMLIECKOﬁ OEeATENNbHOCTU U
MOHUTOPUHIa ABUXEHUNA NEKAPCTBEHHbLIX NPEeNapaTos

CtpounTb npodeccmoHanbHoe oblieHne ¢ cobaogeHMem LeN0BOro 3TUKETa U
dapmaL,eBTUYECKOW AE0HTON0MMK

NMonb3oBaTbCcA cNeunanm3mMpoBaHHbIMK MPOrPAMMHbIMK NPOAYKTaMU

AHanusupoBaTb W OUEHWMBATb pe3y/bTaTbl COBCTBEHHOM [AeATe/NbHOCTY,
AeATeNIbHOCTU KoAJIer Ana npeaynpeskaeHusa npodeccmoHasbHbiX ownboK u
MWHUMU3ALNN PUCKOB Ans noTpebutens

Monb3oBaTbcA npvemammu 3 DEKTUBHBIX KOMMYHMKaLNiA npu
B3aMMOZENCTBMU C KoAeramm u notpebutenamm

Heobxogumbie
3HaHUA

MopsAAOK OTMYCKa /IeKapCTBEHHbIX MPEenapaTos HaceneHMIo U MeAULMHCKUM
opraHu3auMaMm, BKAOYAA  NIeKapCTBEHHble MNpenapaTbl, noanexawme
npeaMeTHO-KONNYECTBEHHOMY yUeTy

I'Ipanma BeAeHMA KaCCoBbIX onepau,mﬁ N OEHEXHbIX pacyeToB

Buabl n ocobeHHOCTM NoTpebuTeneit TOBapoB M YC/yT anTeyHbIX OpraHM3aumi

Hopmbl OTNYCKa HAPKOTUYECKUX N NCUXOTPONMHbIX /IeKAapCTBEHHbIX NpenapaTos

Mpasuna obopmaeHus peLenToB U TPebOBaHUI MeAULMHCKUX OpraHn3aumii
Ha NleKapCTBEHHbIE npenaparbl, MegUUMHCKKe nsgenvs n




cneuynannsnpoBaHHbIe NPOAYKTbI neyebHOro NUTaHuA

MeTogbl M NpruemMbl yperyampoBaHma KOHGANKTOB € NoTpebutensmm

MopsfoK paboTbl B CUCTEME MOHMUTOPUHIA LOBUMKEHMUSA JIEKAPCTBEHHbIX
npenapaTos

Apyrue
XapaKTePUCTUKM

3.1.4. TpypoBasa GpyHKUUA

OdopmneHne JOKyMeHTaLUK Nno YposeHb
HanvmeHoBaHMe |y4yeTy peannsaumm NeKapCcTBeHHbIX Kog | A/04.5 | (nogypoBeHb) 5
npenaparos KBannduKaumm
MpoucxoxaeHue 3aumcTBoBaHO
P . A OpwuruHan X
TPYAOBOM GYHKUMM n3 opurnHana
Kog PernctpaunoHHbIi
opurMHana Homep
npodeccnmoHanbHor

O CTaHAapTa

Tpygposble
aencrens

OdopmneHve peuenToB Ha JIeKApCTBEHHble Mpenapatbl U MeAULMHCKUE
nsgenus, TpeboBaHMn MegULMHCKMX OpraHn3aumi

Peructpauma OCyLLECTBAEHHbIX 3aKa3oB W  [0CTaBOK /IeKapCTBEHHbIX
npenapaTtos notpebutento

BepeHue npeameTHO-KONIM4eCTBEHHOIO y4yeTa Z1IeKapCTBEHHbIX CPpeacTs

OdopmneHure Bblgaum NeKapcTBEHHbIX NpenapaTos

OdopmieHre KacCoBbIX U OTYETHbIX JOKYMEHTOB

Heobxoaumble
yMeHus

Bectn ypHanbl <17>

Monb30BaTLCA CNELMann3MPOBaHHbIMK MPOTPAMMHbBIMU NPOLYKTaMM

Heobxoaumble
3HaHWA

MopAdoOK BeaeHWA NPeaAMETHO-KOIMYECTBEHHOrO Yy4yeTa JIeKapCTBEHHbIX
npenapaTos

TpeboBaHMA K CTPYKTYPE M COCTAaBY OTYETHOM AOKYMEHTaLUn

MopAAOK yyeTa ABUNKEHWNA TOBapa

I'Ipanma ILI,I/ICTaHLI,l/IOHHOI‘/JI TOProB/n NeKapCTBEHHbIMU NMpPeENnapaTamm

MHPopmaumoHHble  cucTemMbl UM OCOBEHHOCTM  GYHKLMOHUPOBAHMUA
KOMMblOTepHOro o6opyaoBaHun

Buabl M HasHayeHWsA KYpHaNoB (yyeTa CPOKOB TOAHOCTU JIEKAPCTBEHHbIX
npenapaToB, JKypHa/bl Yy4yeTa onepauuii, CBA3AHHbIX C obpalieHnem




NNeKapCTBEHHbIX CPEACTB), NOPAAOK UX 0dopMaeHuUs

Apyrue
XapaKTePUCTUKM

3.1.5. TpypoBasa GpyHKUUA

MpUeMoYHbIN KOHTPOIb B Yposenb
HanmeHoBaHue P P Kog | A/05.5 | (nogypoBeHb) 5
dapmaueBTUYECKOM OpraHn3auum
KBa/IMpUKaunm
MpoucxoxaeHue 3anmcTBOBaHO
P o A OpuruHan X
TPYA0BOM GYHKLNM M3 opurnHana
Koa PernctpaumnoHHbIi
opurMHana HOoMmep
npodeccnmoHanbHor

O CTaHAapTa

Tpygposble
aencrens

MpuemKa NeKapCTBEHHbIX CPEACTB M TOBApPOB aNTEYHOro acCOPTUMEHTA Mo
KOJIMYECTBY U KauecTBy

Pernctpauma  noctynawowmx B  dapmaLeBTUYECKYID  OpraHu3aumio
NeKapcTBEHHbIX CPEACTB M TOBAPOB anTe4HOro acCoOpPTUMEHTa

PercTpauma  NEKapCTBEHHbIX  CPeACTB,  MOANeXaWmx  npeameTHO-
KONYECTBEHHOMY y4eTy

Perncrpauma nekapcTBeHHbIX NpenapaTos B CUCTEME MOHUTOPUHIA ABUMKEHUA
NeKapcTBeHHbIX NpenapaTos

Heobxoaumble
yMeHus

Mpon3BoguTb NPOBEPKY COMPOBOAUTENbHbLIX [LOKYMEHTOB MO COCTaBy W
KOMMNNEKTHOCTHN

OdopmnATb OTUETHbIE SOKYMEHTbI MO ABUMKEHWIO SIEKAaPCTBEHHbIX CPEACTB U
TOBApOB anTeYyHOro acCOPTUMEHTA

MpoBepATb COOTBETCTBME LEH Ha }KM3HEHHO HEeobXoAMMble M BaXKHellune
NeKapcTBeHHbIe npenaparbl ans MeAMLMHCKOro NpUMeHeHUA
rocyZapCcTBEHHOMY peecTpy nNpeaenbHbIX OTNYCKHbIX LEeH Npou3BoaMTeNnel Ha
NeKapcTBeHHble  MpenapaTtbl, BK/IOYEHHble B MNepeyeHb  KU3HEHHO
HeobX0AMMbIX M BarKHEMLMX IeKapCTBEHHbIX NPenapaTos

OdopmnATb LOKYMEHTAUMIO MO M3BbATUIO M3 06palieHMs JieKapCTBEHHbIX
CPeACTB M TOBApPOB anTeYHOro aCCOPTUMEHTA

Bectn I'Ipep,METHO-KOHW-IECTBEHHbIl\;I yyer NNEKapPCTBEHHDbIX cpeAacts
nocpeacTtsom 3ano/IHEHUA XKypHaia

MNonb3oBaTbeA KOHTPO/IbHO-U3MEPUTENIbHBIMU I'IpVI60paMM,
cneynannsnpoBaHHbIM oGopy,u,osaHmeM, B TOM 4yucne B CUCTEME
MOHUTOPUHIa ABUXEHUNA JNEKAPCTBEHHbLIX NpenapaTtoB, nporpammamm wu
npoAyKTamun I/IHd)OpMaLI,VIOHHbIX CUCTEM, ncnoab3yembimu B




q)apMaLI,EBTM‘-IECKVIX OopraHnsaumax

OueHMBaTb MapKMPOBKY, YNAKOBKY M BHELLIHWIA BUZ, IEKAPCTBEHHbIX CPEACTB U
TOBapOB aNTEe4YHOro AaCCOPTMMEHTA, B TOM YMCE NPOBEPATb CPOKM FOAHOCTH

Heobxoanmble
3HaHWA

MpaBuaa npuemkn ToBapa

MepeyeHb WU CTPYKTypa COMPOBOAMUTE/IbHbLIX AOKYMEHTOB MOCTaBLMKA Ha
JIEKapCTBEHHbIE CpeACcTBa M TOBapbl aNT@YHOrO aCCOPTUMEHTA

MNonoxeHna 3aKOHO4ATE/IbHbIX n HOPMaTUBHbIX NpaBoOBbIX adKTOB,
peryampyrowmx o6pau.|,eHV|e NEKapPCTBEHHbLIX CPpeacTtB U TOBApPOB anTe4yHOro
dACCOPTUMEHTA

Mopagok paboTbl ¢ HegobpokayecTBeHHbIMU, GanbCUPUUMPOBAHHBIMU U
KOHTPadaKTHbIMM NEKAPCTBEHHbIMM CPeACTBaMM

Tp66OBaHMﬂ K Ka4eCTBYy /1EKAPCTBEHHbLIX CPeacTB, B TOM YNC/1IE K MAPKNUPOBKE
NEeKapCTBEHHbLIX CpPeactB U K AOKYMeHTam, noAareepxAaaklouwnm KaydecCTtBo
NEeKapCTBEHHbLIX CpeaAcTB M TOBAPOB anTe4YHOro aCCoOpTMMeEHTa

AKTYanbHbI aCCOPTUMEHT JIEKaPCTBEHHbIX CPeacTB No (papMaKoNOrMYecKUm
rpynnam v TOBapoB anTeYHOro acCopTUMeHTa

Cnocobbl  BbiABAEHUA  GaNbCUOUUMPOBAHHBLIX,  KOHTPAadaKTHbIX U
Hefo6pPOKaYeCTBEHHbIX JIEKAPCTBEHHbIX CPEeACTB W TOBApOB anTe4yHoro
accopTUMeHTa

TpeboBaHMA K OTYETHOW [AOKYMEHTAUMM, CTPYKTypa U COCTaB OTYETHOW
OOKYMEHTaLMK

NopAagoKk BedeHWA NpegMeTHO-KOIMYEeCTBEHHOro Yy4yeTa JIeKapCTBEHHbIX
cpenctse

MHbopmaumoHHble  cuctembl W obopypoBaHMe  MHPOPMALMOHHbIX
TEXHONOMN, Ncnofblyemble B papmMaLLeBTUUYECKOM OpraHU3aLmm

MopAfOK TPaHCMOPTUMPOBKM TepMONabu/bHbIX NEKAPCTBEHHbIX CPEACTB Mo
XON0Z10BOM LENu 1 MCNoNb3yeMble A1 KOHTPONA cobNoAeHMsA TemnepaTypbl
cpeacrsa

NopAagoK yTBepKAEHUA U obHoBNEHUS nepevyHAa *XMU3HeHHO HeO6XOp,MMbIX n
BaXKHEMLLMUX NNEKAPCTBEHHDbIX NpenapaTtos AnAa megnumnHCKoro npumeHeHunA

MpaBuna uUeHoOOpPa3oBaHMA Ha KM3HEHHO Heobxogumble W BaXKHelwwne
JleKapCTBEHHbIE NpenapaTbl

MepeyeHb TOBaApOB, paspelleHHbIX K NpoAae B anTeyHbIX OpraHu3aumax
HapAay C 1eKapCTBEHHbIMU NpenapaTtamu

TpeboBaHMA OXpaHbl Tpyda, Mepbl MoXapHoW 6HesonacHoOCTH, NopAJOK
OEeNCTBUIN NpU YpesBblYaliHbIX CUTYaLUAX

MeToap! M NpUEeMbl YperyanpoBaHna NPeTeH3nii ¢ NoCTaBLLMKamMM

CaHMTapHO-3MMAEMMOIOTMYECKME TPeboBaHUA K 3KCMyaTauumn NoMeLeHuUM’
W YCI0BUAM TPYAa




OduvumanbHble  UCTOYHMKM  MHOOPMALUMM O  HeaobpOoKauyecTBEHHbIX,
banbCPUUMPOBAHHBIX UM KOHTPadaKTHbIX JIeKapCTBEHHbIX CpeacTBax MU
TOBApax anTe4YHOro acCoOPTUMEHTA, NOAJ/IENKALMX U3BATUIO U3 06paLLEHUA

Mopagok paboTbl B CUCTEME MOHUTOPUHIA ABUMEHUS IEKAPCTBEHHbIX
npenapaTtos

Apyrve
XapaKTePUCTUKHN

3.1.6. TpypoBasa GpyHKUUA

XpaHeHne nekapCTBEHHbIX CPeacTs U YpoBeHb
HanmeHoBaHWe |TOBApPOB anNTEYHOro aCCOPTMMEHTA B Kog | A/06.5 | (nogypoBeHb) 5
dapmaLeBTUYECKMX OpraHM3aLmsaX KBannpuKaumnm
MpouncxoxaeHne 3aMmcTBOBaHO
P . A OpuruHan X
TPYA0BOM QYHKLNK M3 opurnHana
Kog PernctpaunoHHbIit
opuUrMHana HOMmep
npodeccnoHanbHor

O CTaHAapTa

Tpygposble
aencrens

MpoBepKa W perucrTpauua napameTpos BO3AyXa B MOMELLEHUAX XpaHeHus
NeKapcTBEHHbIX CPEACTB M TOBAPOB anTe4HOro acCopTUMEHTa

NoeHTndurKauma obopyaoBaHUsa ONa XpaHEHWUA NEKAPCTBEHHbIX CPeacTB U
TOBAPOB anTe4YHOro acCCOPTUMEHTA

OdopmneHre 1 BegeHUe CTeNNAKHbIX KapT

Hapnekawee XpaHeHUMEe HAPKOTMYECKUX, MCUXOTPOMHbIX NEeKAPCTBEHHbIX
cpeacte U UX NpPeKypcopoB B COOTBETCTBUKN C HOPMATUBHbIMU MPaBOBbIMU
adKTaMM

CopTvpoBKa MOCTYNaloWMX NEeKapCTBEHHbIX CPeACTB M TOBApPOB anTeyHOro
accopTUMEHTa Mo rpynnam

YnopagoyeHue No cepuam M yyeT 3arnacoB 1eKapCTBEeHHbIX CpeacT8 U TOBApOB
anTe4yHOro aCCopTMMeEHTa B (I)apMaLI,EBTVILIECKMX OopraHnsaumax

PasmelieHune NNeKapCTBEHHbIX CPeaACTB U TOBAPOB aNTe4YHOro aCCopTuMeHTa no
MeCTaM XpaHeHuA B COOTBETCTBMU C YCTAHOBJIEHHbIMKW NPOU3BOAUTENAMMU
YCNOBUAMU XPaHEHUA

MpoBeaeHue 1 odopmaeHme pesyabTaToB MHBEHTapU3aLUm

BeneHune yyeta fIeKapCTBEHHbIX CPeACTB C OFPaHUYEHHbIM CPOKOM FOAHOCTH
<18>

MpoBepKa YCA0BUI XpaHEHMA IeKapPCTBEHHbIX CPeacTB




BoisiBneHne M u3bATME (GaNbCUOUUMPOBAHHBLIX, HeLO0b6POKAYeCTBEHHbIX W
KOHTPaaKTHbIX NEKAPCTBEHHbIX CPEACTB, MOAJeXKalMX W3bATUIO U3
rpaskaaHckoro obopoTa

Heobxognmble
yMeHunA

ObecneumBatb YC/OBUA XPaHEHWA, YCTaHOBAEHHble NPOU3BOAMTENEM
NeKapCTBEHHbIX CPeacTB

Mcnonb3oBaTb TEXHUYECKUE cpencrea, TEXHONONMKM, BKAKOYaA NporpammHoe
obecneyeHune n VIH(I)OpMaLI,MOHHbIe cnpaBoOYHble CNCTEMDI, ONA obecneyeHus
Hagnexauwero nopAaaka w YCﬂOBMﬁ XpaHeHMA TOBApPOB aNTEYHOro
dACCOPTUMEHTA

MoHMMaTb M OCO3HaBaTb MOCAeACTBUA HecobAAeHMSA YCAOBWI XpaHeHuA
NeKapCcTBEHHbIX CPeACTB

MporHo3MpoBaTb PUCKM NOTEpM KayecTBa, 3$PeKTUBHOCTM M BesonacHocTU
NNeKapCTBEHHbIX CPEACTB NPU HECOBNOAEHUN PEKMMA XPaHEHMS

OdopmnAaTb COOTBETCTBYIOLWME [AOKYMEHTbl Ha M3bATME JIEKAPCTBEHHbIX
CPeACTB M TOBAPOB anTe4YHOro acCoPTMMEHTa

BecTn oT4yeTHble AOKYMEHTbI

MHTepnpeTupoBaTh YCNOBMA XpaHEHWA, YCTaHOB/EHHble NPOU3BOAMTENIEM
NNeKapCTBEHHbIX CPEACTB, B COOTBETCTBYIOLLME PEXKUMbI XpPaHEHUA

Heobxoanmble
3HaHWA

Tp66OBaHMﬂ K YCZIOBUNAM XpPaHEHUNA IEKAPCTBEHHbIX CPeACTB

MonoXeHna  3aKOHOAATE/IbHbIX WM HOPMATUBHbLIX  MPaBOBbIX  aAKTOB,
perynupylouimx obpalleHme NeKapcTBEHHbIX CPeACTB M TOBapOB anTeyHoro
accopTumeHTa

MpaBuna M NOPAJOK AENCTBMM C  JIEKAPCTBEHHbIMKU  CpeacTBamMu,
noAnexalmnmmn 3bATUIO U3 rpaxkaaHckoro oboporta

AKTyanbHbIA aCCOPTUMEHT /NIeKapCTBEHHbIX MNPEnapaToB MO  Pa3/IMYHbIM
bapmaKkoiorMyeckmm rpynnam

TpeboBaHWA K BEAEHUIO NPEAMETHO-KOIMYECTBEHHOMO yYeTa IeKapCTBEHHbIX
cpeacrs

MpaBuna XpaHeEHUA NEeKAPCTBEHHbIX CpeacTB M TOBApOB aNTeYHOro
aACCOPTUMEHTA

OcOo6EHHOCTU XpaHEHWA JIEKAPCTBEHHBIX CPEACTB, NOA/eXKallmX NpegMeTHO-
KO/IMYECTBEHHOMY y4YeTy

MopAdoK yyeTa IeKapCTBEHHbIX CPeACTB C OrpaHMYeHHbIM CPOKOM FrOA4HOCTH

OcobeHHoCTH XPaHEeHUA I/IMMYHO6VIOI'IOI'I/IL-IECKVIX NEeKapCTBEHHbIX NpenapaTos
N MegNLLMHCKUX NUABOK

MopAAOK TPAHCMOPTUPOBKM MMMYHOBMONOMMYECKUX IEKAPCTBEHHbIX CPeaCTB
B YCNOBMAX XO/040BOM LENU U UCMOAb3yeMble ANA KOHTpoaA cobaogeHus
TemnepaTypbl cpeacTsa

TpeboBaHMA K CTPYKTYPE M COCTaBY OTYETHOMN AOKYMEHTaLUU




MHPopmaumoHHble  cucTembl UM obopygoBaHMe  MHOOPMALMOHHbIX
TEXHO/IOTUI, UCNoNb3yemMble B papmaLLeBTMUECKOW OpraHM3aLmm

PU3NKO-XMMUYECKME CBOMCTBA IEKAapPCTBEHHbIX CPeacTB

MpaBuna xpaHeHUa MeAMLUMHCKUX U3genmii <19>

TpeboBaHMA OxpaHbl Tpyaa, NpaBuaa NoXKapHOMW 6e30nacHOCTU M MopPAAOoK
AEeNCTBUIN NPU YpesBblYaliHbIX CUTYaALMAX

MNCTOYHMKM oduLManbHON MHGOPMAUMKM O JIEKAPCTBEHHbIX CcpeacTBax W
TOBApax anTe4YHOro acCOPTUMEHTA, NOAJENKALUMX U3BATUIO U3 0bpaLLeHns

Apyrue
XapaKTePUCTUKM

ObecneyeHne xpaHeHMAa B 060CObBNEHHbIX MoApasaeneHuax MeanUMHCKUX
OpraHu3aunini - MOXKEeT OCYLLEeCTBAATLCA MEAULMHCKMM  paboOTHUKOM C
AONONHUTENbHBIM NpodeccuoHanibHbIM 06pa3oBaHMEM B YaCTU PO3HUYHOM
TOProB/AN IEKAPCTBEHHbLIMW NpenapaTamm

3.2. O606wWweHHan TpyaoBaa GyHKLMA

MN3rotoBneHne NeKapCTBEHHbIX
HanMeHoBaHMe npenapaToavB YCNOBUAX aNTEYHbIX Ko B YpoBeHb 5
OpraHM3aunn 1 BeTePUHaAPHbIX KBannduKaumm
anTeyHbIX OpraHM3auni
I‘Ipomcxom,u,e;Hme _ | opurunan X 3anmcTBOBaHO
0606LeHHOM TPYyA0BON M3 opuUrnHana
$YyHKUMHM
Koga, PermcrpaumoHHblit
opurMHana HoMep
npodeccroHanbHor
O CTaHZapTa
Bo3MOXHble dapmavuesT
HaMMeHOBaHMsA
[OIKHOCTEN,
npodeccui

TpeboBaHMA K
06pasoBaHUtoO U
obyyeHuo

CpepHee npodeccrmoHanbHoe obpasoBaHMe - NPOrPammMbl NOATOTOBKM
cneunanncToB cpegHero 3eeHa no cneymanbHoctn "dapmauyma”

TpeboBaHMA K
onbITy
NpaKTU4ecKom
paboTbl

Ocobble ycnosus
[AOonycKa K pabote

Hanunuune CepTI/Id)MKaTa cneunanncTa nan cenaetenbCrea 06 adKKpegutTauum
cneynanncrta
OTCYTCTBMe Ol'paHVILIeHMVI Ha 3aHATUA I'IpOd)ECCMOHa}'IbHOﬁ AeATENbHOCTbIO




Apyrve
XapPaKTePUCTUKN

JononHutensHoe npodeccroHanbHoe 06pa3oBaHMe - NPOrpammbl
NOBbILWEHUA KBAIMUKALMM HE peXke 04HOro pasa B NATb JIEeT B TeYEHUE BCEN
TPYAOBOM ¥KU3HU

ObnA3aTenbHoe NpeaBapuTeibHoe 0byyeHre NP 3roToBAEHUU
NeKapCTBEHHbIX NPEenapaToB 419 BETEPUHAPHOIO NPUMEHEHUS

[ononHuTenbHble XapaKTepPUCTUKMU

HanmeHoBaHue Koga HanmeHoBaHue 6a30B0M rpynnbl, JONKHOCTU
OOKyMeHTa (npodeccmmn) nnm cneymanbHoCTH
OK3 3213 dapmauesThbl
EKC - ®dapmauesT
oKnAaTpe 27309 dapmauesT
OKCO 3.33.02.01 ®dapmayma

3.2.1. Tpyposaa GpyHKUUA

MN3rotoBneHne NeKapCTBEHHbIX
npenapaTos No MHANBUAYANbHbLIM
H§3Ha:)eHMﬂM Mep,ﬁLI,MHpC':(IMX Yposehb
HanmeHoBaHue Kog | B/01.5 | (nogypoBeHb) 5
paboTHMKOB U TpeboBaHMUIO
o KBanmMdumKaumm
MeANUMHCKMX OpraHM3aumnin u
BETEPMHApPHbIX OpraHM3aunit
MponcxoxaeHne 3aMmcTBOBaHO
P o A OpuruHan X
TPyAoBOW GYyHKLMM N3 OpuUrMHana
Kog PernctpaumnoHHbIit
opurnHana HOoMep
npodeccroHanbHor
O CTaHAapTa
Tpyanosble MoarotoBKa paboyero mecrta s U3roTOB/IEHMA NEKAPCTBEHHbIX NPenapaTos
nencremn

BbinonHeHWe pacyeToB MO OnpedeneHnto Maccbl/obbema MHrpeaneHToB
NIeKapCTBEHHOrO NpenapaTa B COOTBETCTBUM C Ha3sHaYeHUEM MEAULMHCKOrO,
BeTepMHapHoro paboTHMKa

Bbl60p ONTUMaNIbHOIo TEXHO/IONMYEeCKOro npouecca Aana wm3rotosneHUA
NeKapCTBEHHbLIX NPenapaTos

Bbl60p M noArotoBKka BCNoOMOraTte/sibHbIX BewectrB W MaTepuranos,
paLLMOHaﬂbHOﬁ YNakoOBKMH

MoarotoBka o6opyAoBaHMA M Mocyabl ANA M3rOTOB/AEHWA NEKAPCTBEHHOMO
npenapaTa

M3rotoBneHve NeKapcTBEHHOW GopMbl



consultantplus://offline/ref=88E6FF3322CAF61B7A6DEC19507CF3557358C2F1259EC95EDDBA97AB48B1B68B6E3D909537EC72617D43231130Z7MDH
consultantplus://offline/ref=88E6FF3322CAF61B7A6DEC19507CF3557358C2F1259EC95EDDBA97AB48B1B68B7C3DC89936ED6B667D56754076298AC5E4C0196F9D6C303DZDMBH
consultantplus://offline/ref=88E6FF3322CAF61B7A6DEC19507CF3557350C4F72F9BC95EDDBA97AB48B1B68B7C3DC89936ED6C607456754076298AC5E4C0196F9D6C303DZDMBH
consultantplus://offline/ref=88E6FF3322CAF61B7A6DEC19507CF3557153C1FB2F9FC95EDDBA97AB48B1B68B7C3DC89936ED6C617D56754076298AC5E4C0196F9D6C303DZDMBH
consultantplus://offline/ref=88E6FF3322CAF61B7A6DEC19507CF3557153C1FB2F9FC95EDDBA97AB48B1B68B7C3DC89936EA6F677956754076298AC5E4C0196F9D6C303DZDMBH
consultantplus://offline/ref=88E6FF3322CAF61B7A6DEC19507CF3557251C6F02699C95EDDBA97AB48B1B68B6E3D909537EC72617D43231130Z7MDH
consultantplus://offline/ref=88E6FF3322CAF61B7A6DEC19507CF3557251C6F02699C95EDDBA97AB48B1B68B7C3DC89936EF6D647A56754076298AC5E4C0196F9D6C303DZDMBH

M3rotoBneHue KOHLLEHTPUPOBAHHbIX PacTBOPOB, nony¢pabpunkaTos,
BHYTPMANTEYHOM 3aroTOBKM

MposeaeHue paboT No pacoBKe NEKAPCTBEHHbIX NpenapaTos

BepeHune npegmeTHO-KO/INYEeCTBEHHOIO y4yeTa 1IEKAapPCTBEHHbLIX CpeacTB

Heobxognmble
ymeHunA

Mony4yaTb BOAY OUMLLEHHYIO U BOAY A1 MHBEKLUMA M MUCMOJb30BaTb ee AnA
M3roTOB/IEHUA JIEKAPCTBEHHbIX NPenapaTos

MpoBepATb  COOTBETCTBME  HA3HAYEHHOW  MeAWMUMHCKMM  paboTHMKOM
[LO3MPOBKM U ieKapcTBEeHHOM GpopmMbl BO3pacTy 601bHOMO

[OTOBUTb  pas/nyHble BUAbl  NEKAPCTBEHHbIX GOPM  IEKAapPCTBEHHbIX
npenapaTos

FOTOBWUTbL KOHLEHTPMPOBAHHbIE PAcTBOPbI, N0AydabpUKaTbI, BHYTPUANTEUYHYIO
3aroToBKY

®acoBaTb M3roTOB/EHHbIE JIEKAPCTBEHHbIE Npenaparthbl

NMonb3oBaTbcA na6opaTopr|M N TEXHONTIOTNYECKUM O60pyAOBaHMEM

MpumeHaTb cpeacTsa MHANBUAYAIbHOM 3aLMUTbI

Nonb3oBaTbcA coBpeMeHHbIMU VIHd)OpMaLI,VIOHHO-KOMMVHMKaLI,MOHHbIMM
TeEXHONI0rMAMHU, NPpUKNagHbIMU nporpammamm obecneyeHus
d)apMaLLEBTMHECKOﬁ AeATENbHOCTU ANA peweHnA I'IpO(I)ECCMOHa/'IbeIX 3a4a4

MpousBoautb 06s3aTesibHble pacyeTbl, B TOM 4MC/Ae MO npeaesbHo
JOMYCTUMbIM ~ HOPMaM  OTMYCKa  HAPKOTUYECKUX M MCUXOTPOIHbIX
NeKapCcTBEHHbIX CPeACTB

Bectn I'IpEAMETHO-KOJ'IMLIECTBEHHbIﬁ YYeT NeKAPCTBEHHbIX CPeacTs

Heobxogumbie
3HaHUA

Hopmbl OTMyCKa NIeKapCTBEHHbIX MPenapaToB, COAEPMKaLLUX HAPKOTUYECKUE,
NCUMXOTPOMHbIE BELLEeCTBa

3aKoHoAaTeNbHble M HOPMATWMBHbIE MPABOBbIE aKTbl, PErnameHTUpylolmne
NpoLecc W3roTOBJAEHUA  NIeKAapCTBEHHbIX  GOPM, KOHUEHTPUPOBAHHbIX
pactBopoB, nonydabpuKaToB, BHYTPMANTEYHOM 3aroTOBKM U  HaACOBKM
NeKapcTBEHHbIX NpenapaTos

Buapbl BHYTPMANTEUYHOrO KOHTPO/A KavecTBa M3roTOB/IEHHbIX JIEKapCTBEHHbIX
npenapaTos

Mpasuna wM3rotoBneHUA TBepablX, XUAKUX, MATKUX, CTEePUIbHbIX WU
ACENTUYECKUNX NEKAPCTBEHHDbIX d)OpM

dusnKo-xMmunveckne u opraHonenTn4yeckmne CBOWCTBA NNEKAPCTBEHHDbIX
cpeacrts, UX ¢M3VI‘-I€CK3’FI, XUMUNYeCKaa n d)apMaKO}'IOI'VI‘-IECKa‘r'I COBMECTUMOCTb

HomeHKnaTypa 3aperucTpMpoBaHHbIX  GapMauLeBTUYECKUX  cybCcTaHumi,
NCMO/b3yEeMbIX ANA U3rOTOBEHUA IEKAPCTBEHHbIX NPenapaTos

Ycnosua u CPOKUN XpaHEHMNA NEKAPCTBEHHbIX MPenapaTtoB, N3roTOBJZIEHHbLIX B
alNTEYHbIX OpraHn3aLmAax




PekomeHayemble  cnocobbl  BbiABAeHMA  GaNbCUPUUMPOBAHHBIX U
KOHTPaaKTHbIX JIEKAPCTBEHHbIX CPEACTB M TOBAPOB anTe4YHOro acCOPTUMEHTA

TpeboBaHMA K BeAEHWUIO MEPBMYHON AOKYMEHTaUMM MO W3roTOB/IEHUIO
JIEKApPCTBEHHbIX MpenapaToB B anTeYHbIX OpraHM3aumax, BeTepUHapPHbIX
anTeYHbIX OpPraHn3aumax

TpeboBaHMA OxpaHbl TpyAa, NpaBuaa NoXKapHoM 6e30MacHOCTM U NOopPSAAOK
AEeNCTBUIN NpU YpesBblYalHbIX CUTYaLUAX

CaHuTapHo-3aNuaemmonormyeckme TpeboBaHMa K aKcnayaTaumm NOMeELLEHUN
M YCNOBUAM Tpyaa

I'IpaBmla npumMmeHeHnA cpeacTtse VIH,D,MBVI,CI,yaﬂbHOﬁ 3aWnThbI

MopsafoK BeAeHUA NpPeaMETHO-KOIMYECTBEHHOIO Y4yeTa JIEKapCTBEHHbIX
cpencTs

MHPopmaumoHHble  cucTembl UM obopygoBaHMe  MHOOPMALMOHHbIX
TEXHO/I0TUI, UCNONb3YEMbIE B aNTEYHbIX OPraHMU3aLmaxX

MeToabl MOMCKA W OLEHKM WHPOpMaUMKW, B TOM YUCAe pPecypcbl C
uHpopmaumenr o  danbCUPUUMPOBAHHDBIX, HEAO0OPOKAYECTBEHHbLIX MU
KOHTpadaKTHbIX  JIEKAapCTBEHHbIX CPeACTBax W ToBapax  anTeyHoro
accopTUMEHTA

Cpep,CTBa M3MepEHMl7I U uncnbiTaTenbHoOE 060pyAOBaHMe, npumeHAemMble B
aNnTeYHbIX OpraHn3aumnax

BcnomoraTesibHble martepuan, WNHCTPYMEHTbI, npucnocobieHus,
NCMO/Ib3yeMble MPX M3roTOBJEHUM NEKAPCTBEHHbIX MPEnapaToB B anTe4YHbIX
opraHM3aumaAx U BeTepUHapHbIX anTeyHbIX OpraHM3aumnax

Apyrve
XapaKTEPUCTUKM

3.2.2. TpypoBasa GpyHKUUA

OdopmneHne AOKyMeHTaLUKN NO YposeHb
HanmeHoBaHWe |M3roTOBAEHUIO IEKAaPCTBEHHOIO Kog | B/02.5 | (nogyposeHb) 5
npenapara KBannudumKaumm
MpoucxoxaeHue 3anmcTBOBaHO
P o A OpuruHan X
TPYAOBOM GYHKUMUM M3 OpUrnHana
Kog, PerncrpaumoHHbIn
opurMHana HOomep
npodeccnmoHanbHor

O CTaHAapTa

Tpyaosble
aencreus

YNaKkoBKa M3roTOB/JIEHHONO JIEKAapCTBEHHOrO Mpenapata B COOTBETCTBUM C
OUBNKO-XMMNYECKMMW CBOMCTBAMM NEKAPCTBEHHOM hopMbl




Od)OpMﬂeHMe MU3roTOB/ZIEHHOIO IEKAPCTBEHHOIO NpenapaTa

MapKnpoBKa feKkapcTBeHHOM GOpmMbl NpeaynpeauTenbHbiMU HAAMUCAMU B
COOTBETCTBMM C NpaBuaaMmn opopmIeHUA YNaKoBKM <20>

3anonHeHue nacnopTa NMNCbMEHHOIo  KOHTpPOAA npu MU3rotToBaeHUN
NEeKapCTBEHHbLIX NpPpenapaTos

YCTHOE U3/10KeHne CBOUX AeNCTBUIA MPU NPOBEAEHMM ONPOCHOIO KOHTPOA

MpoBegeHve paboT NO YNakoBKE W MapKMpPOBKe  pacdacoBaHHbIX
NleKapCcTBEHHbIX NpenapaTos

BepeHune npeaMeTHO-KOIMYECTBEHHOIO YYeTa SIeKapCTBEHHbIX CPEACTB

PEI'MCTpaLI,Mﬂ AaHHbIX 06 M3roToBAEHUU NEKapCTBEHHbLIX MNpenapaTtos B
COOTBETCTBYHOLWNX XYypPHanax

Heobxogumbie
ymeHuna

OdopmMnATb AOKYMEHTALIMIO MPU U3FOTOBAEHMM IeKapCTBEHHbIX MpenapaTos

MapKnpoBaTb W3roTOB/IEHHbIE JIeKapCTBEHHble npenapaTbl, B TOM u4ucne
HEO6XOAMMbIMM npeaynpeanTenbHbiM HaANMUCAMU U STUKETKAMU

3anonHATL  NacnopT  MUCbMEHHOTO0  KOHTPOAA  MPU  W3rOTOBAEHMUM
JIEKapCTBEHHbIX NpenapaTos

Nonb3oBaTbcA coBpeMeHHbIMU VIHd)OpMaLI,VIOHHO-KOMMVHMKaLI,MOHHbIMM
TeEXHONI0rMAMHU, NPpUKNagHbIMU nporpammamm obecneyeHus
d)apMaLLEBTMHECKOﬁ AeATENbHOCTU ANA peweHnA I'IpO(I)ECCMOHa/'IbeIX 3a4a4

MHTepnpeTupoBaTb YC/AOBUA  XPaHEHMA, YKasaHHble B  MapKMpoBKe
NeKapCcTBEHHbIX CPeACTB

MponssognTb obAzaTenbHble pacyeTbl, B TOM 4Yucne no HOpmam OTnyCKa
HapPKOTUYECKUX, NCUXOTPONHbIX IEKapPCTBEHHbIX CPEACTB

BecTn oTyeTHble AOKYMEHTbI MO ABUKEHWNIO IEKAPCTBEHHbIX CPEACTB

Heobxoaumble
3HaHWA

Buabl 4OKYMEHTOB MO PerucTpaLmm nNpoLecca M3roToBAEHUA NIEKAPCTBEHHbIX
npenapaTos 1 NpaBuaa nx opopmaeHus

3aKoHOZaTe/IbHble M HOPMATWMBHbIE TMPABOBbIE aKTbl, PernameHTUpyloLne
NMPOLLeCC M3rOTOB/IEHUA JIEKAPCTBEHHbIX MPENapaToB, KOHLEHTPUPOBAHHbIX
pactBopoB, noaydabpuKkaTtoB, BHYTPMANTEYHOM 3aroToBKM W  HACOBKMK
JIEKapCTBEHHbIX MPenapaTos

HopmaTBHO-NpaBoBble aKTbl MO BUAAM KOHTPOAA KayecTBa JIeKapCTBEHHbIX
npenapaTtos, N3roTtoB/sIEHHbIX B aNTe4YHbIX OPraHn3aumax

Mpasuna opopmieHUs YNaKoBOK JIEKaPCTBEHHbIX MPENnapaTos, B TOM uYucie
npeaynpeamTenbHbIMU HagMUcAMM

YCnoBMA N CPOKU XPAHEHUA NEeKapCTBEHHbIX MpenapaTos, M3roTOBAEHHbIX B
aNTeYHbIX OpraHn3aunAxX N BETEPUHAPHbLIX aNTeYHbIX OPraHMn3aumnax

TpeboBaHMA OXpaHbl TpyAa, Mepbl MoXapHoW 6esonacHoOCTH, MNopAAOK
OEeNCTBUIN NpU YpesBblYaliHbIX CUTYaLUAX




MopsfoK BeAeHWA NPeaMETHO-KO/IMYECTBEHHOrO Yy4yeTa JIeKapCTBEHHbIX
npenapaTos

TpeboBaHMA K AOKYMEHTaM NEPBUYHOIO y4eTa anTe4YHON OpraHM3aumm

MHPopmaumoHHble  cucTembl U obopygoBaHMe  MHPOPMALMOHHBIX
TEXHO/IOTUI, UCNoNb3yemMble B papmaLLeBTMUECKOW OpraHM3aLmm

Apyrue
XapaKTePUCTUKM

3.3. 0606wWweHHan TpyaoBan GyHKLUMA

OnToBaA TOProBNsA NEKAPCTBEHHbIMM YpoBeHb
HanmeHoBaHue Koa C 5
cpeacTBamm KBa/IMpUKaunm
I‘Ipomcxom,u,e;Hme _ | opurunan X 3anmcTBOBaHO
0606LeHHOM TPYyA0BON M3 opuUrnHana
$yHKUMM
Kog PerncrpaumnoHHbIn
opurMHana HOMmep
npodeccnmoHanbHor
0 CTaHAapTa
BO3MmOKHble dapmauesT
HaMMeHOBaHWA
[OKHOCTEN,
npodeccui

TpeboBaHMA K
o06pasoBaHUto U
obyyeHuto

CpepHee npodeccrmoHanbHoe obpa3oBaHMe - NPOrPammbl NOATOTOBKM
cneunanncToB cpegHero 3eeHa no cneymanbHoctn "dapmauyma”

TpeboBaHMA K
onbITy
NpaKTU4ecKom
paboTbl

Ocobble ycnosus
OONycKa K paboTte

Hanuuune ceptuduKata cneymanmcta nam cBMAETeNbCTBA 06 akKpeauTaLmm
cneumanucta

dpyrue
XapaKTepPUCTUKM

JononHuTtenbHoe npodeccmoHanbHoe 06pas3oBaHmMe - NPOrpammbl
NoBbIWEHMA KBaAUDUKALMN HE pPeKe OL4HOro pasa B NATb JIET B TeYEHME BCel
TPYAO0BOM XKMU3HM

JononHutenbHble XapaKTepUCTUKnN

HanmeHoBaHMe
OOKYMeHTa

HanmeHoBaHue 6330801 rpynnbl, 4OAKHOCTU
(npodeccum) nnu cneumanbHOCTU

Kog




OK3 3213 dapmaueBsThbl
EKC - ®dapmauesT
oKnAaTpe 27309 dapmauesT
OKCO 3.33.02.01 Papmaums

3.3.1. TpypoBasa GpyHKUUA

PaboTa C MHCTUTYLUNOHANAbHbIMU
noTpebuTenammn no npuemy u Yposenb
HanmeHoBaHue P P y Kog | C/01.5 | (noaypoBeHb) 5
06paboTKe 3aABOK Ha /IeKAPCTBEHHbIE
KBa/IMpUKaunm
cpeacTea
MpoucxoxaeHue 3anmcTBOBaHO
P . A OpwuruHan X
TPYA0BOM GYHKLUUM N3 OpuUrnMHana
Koa PernctpaumnoHHbIit
opuUrnHana HOoMep
npodeccnoHanbHor

O CTaHAapTa

Tpygposble
aencrens

Mpvem M OUEHKa 3aKa3oB OT noTpebutenen, onpeaeneHHbiXx B
3aKoHogzaTenbcTBe Poccuiickon degepaupnm <21>

OueHKa BO3MOKHOCTM MOJHOMO WM YaCTUYHOIO YOOBNETBOPEHNA 3aKa3a,
KanbKynaumna n cornacoBaHMe LeHbl 3akKa3a

CornacoBaHve CpPOKOB TMOCTaBKM W KOMMNEKTHOCTM 3aKasa C Yy4eTom
cobnoAeHnA yCNoBUIA XPaHEHUS, OCTaTOYHOIO CPOKa rogHOCTH

KomnaeKkTaumAa 3akasa /NeKapCTBEHHbIX CpeaCTB WM TOBAapOB anTeyHoro
dCCOPTUMEHTA B COOTBETCTBUN C 3anABKOM I'IOTpE6MT€I'IFI

OdopmneHre conpoBoaUTENbHbIX LOKYMEHTOB Ha /IEKapCTBEHHbIE CPeACTBa
M TOBapbl aNTEYHOro acCOPTUMEHTA

Heobxoaumble
yMeHuUs

AHanunsmpoBaTb 3anBKM MoTpebuTenelt NeKkapcTBEHHbIX NpenapaToB Mo
HaMMEeHOBAHUAM, LLO3MPOBKAM, KONYECTBY

Monb3oBaTbCA npuemamm 3 deKTUBHbIX KOMMYHUKaLNi npu
B3aMMOZENCTBMU C KoNleramMmm U noTpebutenamm

OCYLIJ,eCTBJ'I’r'ITb y4yeT NeKapCTBEeHHbIX CpeacrtB W TOBApOB aNnNTe4yHOro
dCCOPTUMEHTA

Monb3oBaTbcA 060pyaoBaHMEM W MHGOPMALMOHHBLIMW  TEXHONOMUAMM,
BKAtOYaA 060pyAOBaHME CUCTEMbI MOHWUTOPUHIA ABUMKEHMA NI€KaPCTBEHHbIX
npenapaTos

npOM3BO,CI,VITb OLEHKY KayecCTBa J1IEKAPCTBEHHbIX MNpenapaTtoB U TOBApPOB
anTe4YHOro aCCoOpPTUMEHTa NO BHeWHeEMY B4y, YNNaKOBKE, MAapPKMUPOBKe



consultantplus://offline/ref=88E6FF3322CAF61B7A6DEC19507CF3557358C2F1259EC95EDDBA97AB48B1B68B6E3D909537EC72617D43231130Z7MDH
consultantplus://offline/ref=88E6FF3322CAF61B7A6DEC19507CF3557358C2F1259EC95EDDBA97AB48B1B68B7C3DC89936ED6B667D56754076298AC5E4C0196F9D6C303DZDMBH
consultantplus://offline/ref=88E6FF3322CAF61B7A6DEC19507CF3557350C4F72F9BC95EDDBA97AB48B1B68B7C3DC89936ED6C607456754076298AC5E4C0196F9D6C303DZDMBH
consultantplus://offline/ref=88E6FF3322CAF61B7A6DEC19507CF3557153C1FB2F9FC95EDDBA97AB48B1B68B7C3DC89936ED6C617D56754076298AC5E4C0196F9D6C303DZDMBH
consultantplus://offline/ref=88E6FF3322CAF61B7A6DEC19507CF3557153C1FB2F9FC95EDDBA97AB48B1B68B7C3DC89936EA6F677956754076298AC5E4C0196F9D6C303DZDMBH
consultantplus://offline/ref=88E6FF3322CAF61B7A6DEC19507CF3557251C6F02699C95EDDBA97AB48B1B68B6E3D909537EC72617D43231130Z7MDH
consultantplus://offline/ref=2F70135E3DBE8072C01ADD40D743DF2A563A61FD47A661B03C8C7A9E4DC50E52B2006FFD94F49D509BB2172215536D546B5CE9D504327D0Da8MCH

MpoBOAMTb Ka/IbKyNSALMIO 33aABOK NOTPebuTenei

Heobxognmble
3HaHUA

MNepeyeHb noTpebuteneil, KOTOPbIM MOMKET OCYLLECTBAATLCA ONTOBaA
npoAarka Unu nepesayda 1ekapcTBeHHbIX CPeacTs

HopmaTuBHble NpaBOBble aKTbl, PEryanpylolmne obpalieHne NeKapCTBEHHbIX
CPeACTB M TOBApPOB anTeYHOro aCCOPTUMEHTA

OcHoBHble hapMaKoIorMyeckme rpynmbl 1eKapCTBEHHbIX CPeACTB

AKTyaﬂbelﬁ ACCOPTUMEHT NEKAPCTBEHHbLIX CpeacTs M TOBAPOB anTe4yHOro
dACCOPTUMEHTA

NHPopmaumoHHble  cucTembl M obopyaoBaHMe  MHPOPMALMOHHbBIX
TEXHO/I0TUI, UCMoJib3yemble B papmMaLleBTUHECKON opraHu3aumm

I'IpaBmla u,eHoo6pasoBaHm-| Ha JNeKapCTBeHHble CpeactBa, B TOM 4Yucne
BK/IIOYEHHbIE B NepeyeHb MKU3HEHHO HGO6XOAMMbIX N BaXKHENLWux
NEeKapCTBEHHbLIX NPEeNapaToB, N TOBAPbl aNTEYHOIO0 aCCOPTUMEHTA

MopAaaoK 1 NpaBu/ia OTNYCKa HAPKOTUYECKUX U MCUXOTPONMHbBIX IEKAPCTBEHHbIX
cpeancTs

Apyrve
XapaKTePUCTUKHN

3.3.2. TpypoBasa GpyHKUUA

MocTaBKa NeKapCTBEHHbIX CPeACTB YposeHb
HanmeHoBaHME | MHCTUTYLMOHANAbHbIMU Kog | C/02.5 | (nogypoBeHb) 5
notpebutenamm KBanmMdumKaumm
MpoucxoxaeHme 3aMMCTBOBaHO
P o A OpuruHan X
TPYA0BOM GYHKUUM 13 opurnHana
Kog PernctpaumnoHHbIit
opurnHana HoMep
npodeccnoHanbHor

O CTaHAapTa

Tpynosble
aencrens

OTrpy3Ka NEeKapCTBEHHbIX CPeAcTB M TOBAPOB aAMNTEYHOrO ACCOPTUMEHTA
notpebutento

C6op wHPopmauum o noTpebHoCTAX MOKynaTenei B NEKaPCTBEHHbIX
cpeAacTeax

MpoBepKa WM perucTpauus napamMeTpoB BO34yXa B MOMELLEHUAX XPaHeHMUs
dbapmaLLeBTMYECKOWN OpraHn3aumum

Perncrpauuna oTnycka nekapcTBeHHbIX NpenapaTos, nognexawmx npeameTHo-
KO/IM4eCTBEHHOMY Yy4eTY

I'IpOBepKa OTCYyTCTBUA cepmﬁ, nognexawmx wu3bATUIO U3 TpaxXa4aHCKOro




060poTa, NpuM OTrpy3Ke COBpaHHbIX MO 3asBKe JIeKapPCTBEHHbIX CPEeACTB U
TOBAPOB anTe4YHOro acCCOPTUMEHTA

YperynnmposaHue BOMPOCOB BO3BPaTa JIEKAPCTBEHHbIX CPEACTB M TOBApPOB
anTeYHOro acCoOpTMMEHTA OT NoTpebuTenei

MapKu1poBKa 1 pasmellieHue B cneLumanbHo BblaeneHHoW (KapaHTUHHOW) 30He
Hea0bpPOKaYeCTBEHHbIX, KOHTpadaKTHbIX " danbcndPUuMpoBaHHbIX
NeKapCTBEHHbIX CPeACTB, BbiABAEHHbIX MPU OTIPY3Ke, OTAENbHO OT APYrux
NeKapCTBEHHbIX CPeacTs

BeseHMe OTYETHbIX [OKYMEHTOB MO [ABWKEHWIO ToBapa B OMTOBbIX
opraHusaumax

Mepefsaya AaHHbIX B CUCTEMY MOHWUTOPWMHIA ABWMKEHWUA JIEKAPCTBEHHbIX
npenapaTos

Heobxogumbie
ymeHuna

Bectn XypHanbl perncrpaumm napameTpoB Bo3Ayxa B papmaLeBTUYECKOM
OopraHM3aumm, y4eta CPOKOB roAHOCTM IEKAPCTBEHHbIX MPEnapaTos, *KypHasbl
yyeTa onepaLmii, CBA3aHHbIX C 0bpalLeHNeM NeKapCTBEHHbIX CPEACTB

Bectn I'IOCEpMVIHbIVI YYET 3anacoB /IEKAPCTBEHHbIX NPenapaToB B NOMeLWEeHNAX
XpaHeHUA

PerncrpupoBatb MHGoOpMaLUIO O cripoce NoTpebuTenen Ha NeKapCTBEHHbIE
cpeacTBa M TOBapbl anNTe4YHOro acCOPTUMEHTA

NHbOopMMpPOBaTD MHCTUTYLMOHANbHbLIX noTpebuteneit 06 U3MeHeHMAX B
aCCOPTUMEHTE ONTOBOWN PpapMaLLEBTUYECKON OpraHu3aumm

OdopmnaTb BO3BPAT IEKAPCTBEHHbIX CPeAcTB OT noTpebutens

MapKunpoBaTb HeL06pPOKaYeCTBEHHbIE, KOHTpadaKTHble "
danbcMouLMpoBaHHble  NeKapcTBeHHble  CpeacTBa M MomewaTtb B
KapaHTUHHYIO 30HY

Cobupatb MHPOpPMaLMIO NO CEepUAM NEKAPCTBEHHbIX CPeACTB WM TOBapam
anTeYyHoOro aCCOPTMMEHTA, MOANEKALLUMX U3BATUIO U3 FpaykaaHCcKoro obopoTa

AHanu3upoBaTb W OUEHMBATb pe3y/ibTaTbl COOBCTBEHHON [AEATENbHOCTY,
[eATEeNbHOCTM Konner M paboTHMKOB cdepbl MEOULMHCKMX YCayr ans
npegynpexaeHna npodeccMoHaNbHbIX OWMOOK U MUHUMMU3ALMN PUCKOB SN
notpebutens

OpraH130BbIBaTb CBOK MPOM3BOACTBEHHYIO AEATENbHOCTb M pacnpenenatb
Bpems

Cobn H00aTb 3 TU4ECKMNE HOPMbI

YperynmposaTb NpPeTeH3nmn ¢ NoTpebutensmm

npOBO,CI,I/ITb MOHUTOPUHT 3HaHWM I'IOTpE6MTel'IEIZ NO HOBbIM J1IEKAaPCTBEHHbLIM
npenapartam 1 ToBapam anTe4yHoro aCCOpTMMeHTa

NMpoBepATb COOTBETCTBME LEH Ha YKU3HEHHO HEO6XOAMMbIe N BaXkHelwue
NeKapcCTBeHHbIE npenapartbl anAa MegunLmMHCKOro npumMmeHeHunA




rocyZapCTBEHHOMY peecTpy npese/bHbIX OTNYCKHbIX LeH NPoM3BoAMTENeN Ha
NleKapCcTBEHHble  MpenapaTtbl, BK/OYEHHble B MNepeyeHb  KU3HEHHO
HeobX0AMMbIX M BarKHEWLMX IeKapCTBEHHbIX NPenapaTos

Heobxognmble
3HaHUA

MopsafoK BeAeHUA NpPeaMETHO-KOIMYECTBEHHOIO Y4eTa JIEKapCTBEHHbIX
cpeacTs

TpeboBaHMA K OTYETHOW [LOKYMEHTALMM, CTPYKTYpa M COCTaB OTYETHOW
AOKYMeHTaunn

MopagoK y4yeTa ABUMKEHMA TOBapa, MPUHATbBIA B OpraHW3auuu, BKAOYan
odpopmneHne HeobxoaMMON AOKYMEHTAL MM

MeToabl MoOMCKa M OUEHKM WHPopmMauum, B TOM UMC/Ie Pecypcbl C
WHPopmaumeir 0  HegobpPOKAYecTBEHHbIX,  GaNbCUOUUMPOBAHHBIX U
3ab6paKoBaHHbIX  JIEKAPCTBEHHbIX  CPeAcTBax WM TOBapax  anTeyHoro
accopTUMeEHTa

MpaBuna nNpUEeMKM TOBapa, COCTaB M CTPYKTypa COMNPOBOAUTE/NbHbIX
[OKYMEHTOB

NepevyeHb KM3HEHHO H806XO,EI,VIMbIX M BaKHEMLWux NEKAPCTBEHHDbIX
npenapartos Ana mMmeguumHCKOro npmMmMmeHeHuAa, B TOM 4YucCne Nno TOpProsbim
HanmeHOBaHNAM

MpaBnna AenoBoro obueHus, KyibTypbl U NPodeccuoHanbHOM 3TUKK

TpeboBaHMA oOxpaHbl Tpyda, Mepbl MNOXapHoW 6GesonacHOCTM, NOpPAAOK
AEeNCTBMA NPU Ype3BblYaHbIX CUTYaUUAX

MeToapl M NpUemMbl YPEryiMpoBaHusa NpeTeHsnii notpeburtenemn

Mpasuna opopmaEHUA 30HbI KAPAHTUHHOMO XpPaHeHUA

MopsafoKk odopmieHUsa BO3BpaTa JIEKAPCTBEHHbIX CPEACTB M TOBApOB
anTeYHOro accopTMMEHTa OT noTpebuTenei

MopAadoKk paboTbl B CUCTEME MOHMUTOPUHIA ABUMKEHWUA JIEKAPCTBEHHbIX
npenapaTos

Apyrue
XapaKTepUCTUKM

IV. CBegeHua 06 opraHusaumax - paspaborumkax
npo¢deccuoHaNbHOro CTaHAapTa

4.1. OTBeTCTBEHHAA OpraHU3aLuA-pa3paboTumk

Obuwepoccuiickoe obbegmHeHne pabotogatenei "PocCUMNCKIMIA COHO3 MPOMBILLIEHHMKOB U
npegnpuHumartenen”, ropog Mocksa

Buue-npesngeHTt

KysbMmuH Imutpuin Bnagnmmnposuy

4.2. HaumeHoOBaHMA opraHu3aumii-paspaboTynKos




1 |Accoumaums cogencTemns pasBuTmo anTeyHom otpacaum "AnteyHas runbama”, ropog Mockea

2 | Coto3 papmaueBTMYECKMX PabOTHMKOB MO COAENCTBUIO Pa3BUTUS Npodeccun mn
dapmaueBTnyeckon otpacan "HaunoHanbHana ®apmauestuyeckas Manata", ropog Mocksa

3 | ®rAQY BO "PoccUIMCKMI YHUBEPCUTET APYKObl HapoaoB" MuUHUCTEpPCTBa 06pa30BaHMNA U HayKu
Poccuitckoit ®egepaummn, ropoa Mocksa

4 | ®rAQY BO "MepB.bli MOCKOBCKWUIA rOCYAapPCTBEHHbIM MEANLMHCKUIN YHUBEPCUTET MMeHu L. M.
CeyveHoBa (CeuyeHoBCKUiM yHMBepcuTeT)" MUHUCTEPCTBA 34paBOOXpPaHeHUs Poccuiickoit
depgepaunn, ropoa Mocksa

<1> O6LLepocCUMCKMn KnaccudmrKaTop 3aHATUN.
<2> O6LLEepOCCUNCKMI KNnacCUPUKATOP BULO0B SKOHOMUYECKOM AeATENBHOCTM.

<3> T[puka3z MwuH3gpasa Poccum oT 20 pekabpa 2012 r. N 1183H "O6 yTBEpPXKAEHWUM
HomeHKnaTypbl AO/KHOCTEN MEAUUMHCKMX paboTHMKOB W dapmaueBTUYECKMX paboTHUKoB"
(3apeructpuposaH MuHioctom Poccum 18 mapta 2013 r., pernctpaumoHHbin N 27723) ¢ usMmeHeHUAMM,
BHECEHHbIMW npuKasamu MuH3gpaBa Poccum ot 1 asrycta 2014 r. N 420H (3aperucTpupoBaH
MwuHtoctom Poccum 14 asrycta 2014 r., peructpaumoHHbii N 33591) u oT 4 ceHTabpsa 2020 r. N 939H
(3apeructpupoBaH MuHioctom Poccumn 1 okTabps 2020 r., pernctpaumoHHbiii N 60181).

<4> Tpukas MwuH3gpaBa Poccunm ot 10 odeBpana 2016 r. N 83H "Ob6 yTBEpKAEHUU
KBannodumKaLMoHHbIX TpeboBaHUN K MegULMHCKUM M apMaLeBTUYECKMM PAaBOTHMKaM CO cpegHum
MeANUMHCKUM 1M dapmaLueBTMyeckum obpasoBaHmem" (3apernctpuposaH MuHioctom Poccum 9 mapta
2016 r., pernctpaumoHHbIi N 41337).

<5> Mpwukas MuH3gpaBa Poccun oT 29 Hoabpa 2012 r. N 982H "O6 yTBEpPKAEHUM YCNOBUI U
nopsaka BblAaum cepTuduKaTta cneymanncta MeguumMHCKUm n papmaLeBTMYeckMm paboTHMKam, popmbl
N TexHu4Yeckux TpebosaHuii cepTuduMKaTa cneumanucta" (3apernctpmposaH MuHioctom Poccum 29
mapTa 2013 r., peructpaumoHHbiit N 27918) ¢ M3MEHEHUSAMM, BHECEHHbIMU NpUKaszamm MuH3gpaBa
Poccun ot 31 wmons 2013 r. N 515H (3apeructpupoBaH MwuHioctom Poccum 30 asrycta 2013 .,
pernctpaumnoHHbiii N 29853), ot 23 oKtabpa 2014 r. N 658H (3aperunctpuposaH MuHioctom Poccum 17
Hosf6pa 2014 r., peructpaumoHHbii N 34729) n ot 10 despana 2016 r. N 82H (3aperucTpupoBaH
MuHtocTom Poccunm 11 mapta 2016 r., peructpaumoHHbin N 41389).

<6> MMyHKT 2 CtaTbM 69 depepanbHoro 3akoHa oT 21 Hosbpa 2011 r. N 323-d3 "O6 ocHoBax
OXpaHbl 340p0BbA rpaxgaH B Poccuiickolt depepaumn” (CobpaHue 3akoHopaTenbcTBa Poccuiickol
depepaunn, 2011, N 48, cT. 6724; 2016, N 1, cT. 9).

<7> Cratba 351.1 TpygoBoro Kogekca Poccuiickoli ®eaepaumm (CobpaHuMe 3aKoHOAATE/NbCTBA
Poccuiickolt degepaumm, 2002, N 1, cT. 3; 2015, N 29, cT. 4363).

<8> Cratba 69 ®epepanbHoro 3akoHa oT 21 Hosabpa 2011 r. N 323-®3 "O6 ocHoBax OXpaHbl
340p0BbA rpaxkaaH B Poccuiickoit Pegepaummn” (CobpaHme 3akoHoaaTenbcTsa Poccuitickoin Peaepaumnu,
2011, N 48, cT. 6724; 2016, N 1, cT. 9).

<9> [Mpukasz MwuH3gpascoupasButua Poccum ot 23 wmons 2010 r. N 5414 "O6 yTBep:KAeHUU
EAVHOro KBaMPUKALMOHHOIO CNPaBOYHMKA OONKHOCTEN PYKOBOAUTENEN, CNELUMANINCTOB U CAYKALLMX,
pasgen "KBannduKauMoHHbIE XapaKTEPUCTUKN OOMKHOCTEN PaboTHMKOB B chepe 34paBoOOXpaHeHus"
(3apernctpuposaH B MwuHiocTom Poccum 25 asrycta 2010 r., peructpaumoHHbii N 18247) c
M3MEHEeHMAMMU, BHEeCEeHHbIMM npukasom MwuHTpyaa Poccum ot 9 anpena 2018 r. N 214H
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(3apeructpuposaH MuHioctom Poccnm 19 nioHs 2018 r., peructpaumoHHbiii N 51386).

<10> O6buwepoccuitcknin  Knaccudukatop npodeccuin paboumx, OOMKHOCTEN CAYMKAWMX WU
TapudHbIX pa3paaos.

<11> Obwepoccninckmin KnaccupuKkaTop cneumnanbHocTen No 06pasoBaHULo.

<12> Mpukas MuHzgpascoupassmTus Poccun ot 4 mas 2012 r. N 477H "O6 yTBEpKAEHUM NepeyHs
COCTOAIHMI, NPW KOTOPbIX OKa3blBaeTCA NepBan NOMOLLb, M NePeYHA MePONPUATUIA MO OKA3aHWUIO NepBOi
nomowm" (3apeructpmpoBaH MuHioctom Poccum 16 mas 2012 r., pernctpaumoHHbit N 24183) c
M3MEHEHMAMMW, BHECEHHbIMW MpuKasom MuHsgpaBa Poccum ot 7 Hosbpa 2012 r. N 568H
(3apeructpuposaH MuHtoctom Poccnm 28 aekabpna 2012 r., pernctpaumnmoHHbin N 26405).

<13> Mpwukas MwuH3gpaBa Poccum ot 14 sHeapa 2019 r. N 4H "O6 yTBep:KAeHUM nopaaka
Ha3Ha4YeHMA SIeKapCTBEHHbIX NpenapaTos, GOpPM peuenTypHbIX 61aHKOB Ha NeKAPCTBEHHbIE NpPenapaTsbl,
nopsaaka opopmaeHMa yKasaHHbIX 61aHKOB, UX ydyeTa M XpaHeHua" (3apeructpupoBaH MuHIOCTOM
Poccun 26 mapta 2019 r., peructpaumoHHbin N 54173) ¢ U3MEHEHUAMM, BHECEHHbIMU MPUKa3aMu
MwuH3apasa Poccum ot 11 aekabpa 2019 N 1022H (3apeructpupoBaH MuHoctom Poccuun 28 AHBaps
2020 r., peructpaumoHHbiit N 57292) 1 ot 8 oktabpa 2020 r. N 1075H (3apernctpupoBaH MuHIOCTOM
Poccum 22 pekabps 2020 r., pernctpaumoHHbiii N 61695).

<14> Mpwukasz MwuH3gpascoupassntma Poccumn ot 12 ¢espansa 2007 r. N 110 "O nopsagke
Ha3HaYeHMA W BbIMUCbIBAHMA JIEKAPCTBEHHbIX MPenapaTos, M34e/MA MeAMUMHCKOTO Ha3HavyeHuA U
CNeuManmn3mMpoBaHHbIX MPOAYKTOB nedebHoro nutaHua" (3apernctpuposaH MuHioctom Poccunm 27
anpensa 2007 r., perucTpauMoHHbin N 9364) € W3MEHEHMAMU BHECEHHbIMW MNPUKa3amMu
MwuH3gpascoupassmTnsa Poccum ot 27 asrycta 2007 r. N 560 (3apeructpmposaH MuHioctom Poccun 14
ceHTAbps 2007 r., peructpaumoHHbin N 10133), ot 25 ceHTabps 2009 r. N 794H (3apervcTpupoBaH
MuHtocTom Poccum 25 Hosbpa 2009 r., perucTpaumoHHbin N 15317), ot 20 aHBapa 2011 r. N 13H
(3apeructpuposaH MuHioctom Poccum 15 mapta 2011 r., pernctpaumoHHbii N 20103), npukasamu
MwuH3apasa Poccum ot 1 asrycta 2012 r. N 54H (3apeructpuposaH MuHioctom Poccum 15 asrycta 2012
r., peructpaumoHHbiii N 25190) 1 ot 26 dpespana 2013 r. N 94H (3apeructpuposaH MuHioctom Poccun 25
nioHA 2013 r., perncTpaumoHHblii N 28881).

<15> MocTtaHoBneHne MNpasutenbctBa Poccuitckoit Pepepaumm ot 16 maa 2020 r. N 697 "06
yTBEPKAEHUN MPaBMA BblAAYM paspeLleHns Ha OCYLLLECTBEHNE PO3HUYHOM TOProBAM NEKAPCTBEHHbIMU
npenapatamu Aaa MeAMUMHCKOTO MPUMEHEHMA AUCTAaHLMOHHbIM CNOCOBOM, OCYLLEeCTBAEHMA TaKoM
TOProB/IM M AOCTABKU YKa3aHHbIX NE€KapPCTBEHHbIX NPenapaToB rpaxaaHam M BHECEHUMU U3MEHEHUN B
HeKkoTopble akTbl [lpaBuTenbcTBa Poccuiickor depepaunm MO BOMPOCY PO3HUYHON TOProsaAM
JIeKapCTBEHHbIMM Npenapatamy  Ana MeAMUMHCKOrO MPUMEHEHUs [AUCTAaHUMOHHbIM crnocobom"
(CobpaHue 3akoHogaTenbcTBa Poccuinckoit depepauymm, 2020, N 21, cT. 3278, N 29, cT. 4681).

<16> depepanbHbiii 3akoH oT 12 anpena 2010 r. N 61-®3 "O6 obpalleHUn NeKapCTBEHHbIX
cpeacte" (CobpaHue 3akoHoaaTenbcTBa Poccuiickon Pepepaunm, 2010, N 16, cT. 1815; 2020, N 52, cT.
8590).

<17> MNpuKkas MwuHsgpasa Poccum ot 31 asrycta 2016 r. N 647H "O6 yTtBepaeHun Mpasun
HaZ/eXKallel anTeyHoM MNPaKTUKM JIeKAapCTBEHHbIX MPenapaTtoB AAA MEeAMUMHCKOro npumeHeHua"
(3apeructpuposaH MuHioctom Poccum 9 sHBaps 2017 r., perucTpaumoHHbiin N 45113).

<18> MpuKkas MuH3apascoupassutma Poccum ot 23 asrycta 2010 r. N 706H "O6 yTBepKaeHUM
MpaBua xpaHeHWs NeKapcTBeHHbIX cpeacTs” (3apernctpuposaH MuHioctom Poccun 4 oktabpsa 2010 r.,
perucTpaumnoHHbiii N 18608) ¢ M3MEHEHMAMM, BHECEHHbIMU NPUKa3zom MuH3apascoupa3sntua Poccuu
oT 28 pekabpa 2010 r. N 12214 (3apeructpupoBaH MwuHiocTom Poccum 4 odespans 2011 r,
pernctpaunoHHbiii N 19703).

<19> Mpwukas Munsgpasa Poccun ot 13 Hosbpa 1996 r. N 377 "06 yTBepXKaeHUN UHCTPYKLUUN NO
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OpraHM3aunn XpaHeHUA B aNTeYHbIX YYPEXAEHWUAX PasINYHbIX FPYNM JIeKApCTBEHHbIX CPeacTs u
n3gennii MeauuMHCKOro HasHadeHus" (3apeructpupoBaH MuHioctom Poccum 22 Hosbpa 1996 r.,
perucTpaumnoHHbiii N 1202) ¢ 13MeHeHUs MK, BHECEHHBIMM MPUKazom MuH3gpascoupa3BuTus Poccum ot
23 aBrycta 2010 N 706H (3apeructpuposaH MuHioctom Poccum 4 okTabps 2010 r., pernctpaumoHHbin N
18608).

<20> NyHKT 3 Cratbn 56 PepepanbHoOro 3akoHa ot 12 anpena 2010 r. N 61-®3 "O6 obpalieHmm
NeKapcTeeHHbIx cpeacts” (CobpaHue 3akoHoaaTenbcTBa Poccuiickon ®eaepauum, 2010, N 16, cT. 1815).

<21> Cratba 53 depepanbHoro 3akoHa ot 12 anpens 2010 r. N 61-d3 "O6 obpalweHum
NeKapcTBeHHbIx cpeacTs” (CobpaHue 3akoHoaaTenbcTBa Poccuiickon Pepepaunn, 2010, N 16, cT. 1815;
2019, 2019, N 52, cT. 7799).
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